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Entry of Amendment 

Applicant's amendment filed on Sep. 29, 2006, acknowledged. Claim 22 has 
been claims 1-17,19-21, 23-28 and 36-44 are currently pending. 

Prior Rejections or Objections 

The following comments pertain to the rejections or objections in the most recent 
Office action, mailed on June 29, 2006. Rejections under 35 U.S.C. 102, as corrected, 
and 103 are repeated as presented below with comment. These corrections result in 
this Office action being non-final. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 23-28 and 36-44 are rejected under 35 U.S.C. 102(b) as being 

anticipated by Ingle et al. (U.S. Patent No. 6,091,995 or 6,216,704). 

In regards to Claim 23, Ingle et al. discloses a system for treating 

incontinence comprising "a probe body" (See Figure 1 , element 10) and that "at 
least one energy delivery element" (See Figure 1, elements 18 and 20). 

The examiner agrees with the volume calculation presented on page 3 of the 
Remarks filed 9/29/2006. that the treatment volume treated would be about 268 cu. mm. 
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Note: Another similar patent by Ingle et al. e.g., P/N 6,216,704 disclose various 
embodiments that have treatment volumes greater than 300 cu. mm (see Figure 5, 
where the tip diameter can be 4 cm, providing an electrode width of about 20-30 mm 
and the electrode length is estimated as 10 mm resulting in a treatment volume of about 
540 -800 cu. mm if the treatment depth is about 2.8 mm). However, see the new 103 
rejection of claim 23 below. 

In regards to Claim 24, Ingle et al. ('995) discloses a system for treating 
incontinence (See Claim 23 Rejection). Ingle et al. further discloses, "at least one 
cooling element supported by the probe body" (See column 13, lines 57-59). 

In regards to Claim 25, Ingle et al. discloses a system for treating 
incontinence (See Claim 24 Rejection). Ingle et al. further discloses, "at least one 
energy delivery element comprises a plurality of electrodes" (See column 22, line 
63 - column 23, line 4). 

In regards to Claim 26, Ingle et al. discloses a system for treating 
incontinence (See Claim 25 Rejection). Ingle et al. further discloses, "the 
electrodes have a width of at least 20 mm and a length of less than 8 mm" (See 
column 4, lines 39-47', see also column 7, lines 30-32). Note that a max. electrode 
diameter of 4 mm each and a separation of 1 2 mm provides a width of 20 mm and a 



length of less than 8 mm 
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In regards to Claim 27, Ingle et al. discloses a system for treating 
incontinence (See Claim 25 Rejection). Ingle et al. further discloses, "at least one 
energy delivery element comprises a distal or proximal pair of electrodes on the 
probe body" (See Figure 1 , elements 18 and 20). 

In regards to Claim 28, Ingle et al. discloses a system for treating 
incontinence (See Claim 24 Rejection). Ingle et al. further discloses, "at least one 
energy delivery element comprises a pair of elongated electrodes" (See Figure 
12A, elements 56 and 58). 

In regards to Claims 38, 39, 40 and 43, Ingle et al. discloses a system for 
treating incontinence (See Claim 23 Rejection). Ingle et al. further discloses, "the 
treatment volume comprises tissue separated from the aligned probe body by a 
distance within a range of about 2 to 8 mm" and "the treatment volume is 
separated from a urethra by at least about 1 cm" (See column 6, lines 22-35), 
"the treatment volume is offset laterally from the urethra to a right side or left 
side" (See Figure 4 and column 12, lines 3-12) and "the treatment volume 
comprises between about 300 cubic millimeters and about 800 cubic millimeters 
of collagenous tissue" (See column 4, lines 29-33). It is the Examiner's position 
that Ingle et al. is inherently capable of meeting these functional limitations. 



In regards to Claims 41 and 42, Ingle et al. discloses a system for treating 
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incontinence (See Claim 23 Rejection). Ingle et al. further discloses "the 
treatment volume has a length orientation extending along the urethra, a depth 
orientation extending between collagenous tissue and the probe body, and a 
width that is greater than the length of the treatment volume" or "the treatment 
volume has a length orientation extending along the urethra, a depth orientation 
extending between collagenous tissue and the probe body, and a width that is 
less than the length of the treatment volume" (See column 6, lines 22-35). It is 
the Examiner's position that Ingle et al. is inherently capable of meeting these 
functional limitations. 

In regards to Claim 44, Ingle et al. discloses a system for treating 
incontinence (See Claim 23 Rejection). Ingle et al. further discloses "at least one 
energy delivery element heats the treatment volume of tissue by the application 
of bipolar radio frequency energy" (See column 10, lines 21-32). 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-17 and 19-22 are rejected under 35 U.S.C. 103(a) as being 

unpatentable over Ingle et al. (U.S. Patent No. 6,091,995). 

In regards to Claim 1, Ingle et al. discloses a method for treating 
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incontinence comprising, "aligning a probe body" (See column 4, lines 23-26). 
and heating a treatment volume of approximately 100 or 300 cubic millimeters and 
greater of the collagenous tissue". The examiner maintains that 268 cu. mm calculated 
by the applicant is "about 300 cu. mm") or that P/N 6,216,704 could also be used to 
reject the claim as presented above regarding claim 23. 

In regards to Claim 2, Ingle et al. discloses a method for treating 
incontinence (See Claim 1 Rejection). Ingle et al. does not discloses "the 
treatment volume is separated from a urethra by at least about 1 cm". It would 
have been obvious to one of ordinary skill in the art at the time of the invention to 
use the teaching of the Ingle et al. reference to treat a volume at least 1 cm apart 
from the urethra because one of ordinary skill in the art would be able to direct 
treatment to the optimum tissue location (See column 6, lines 22-35). 

In regards to Claim 3, Ingle et al. discloses a method for treating 
incontinence (See Claim 2 Rejection). Ingle et al. does not discloses "the 
treatment volume is offset laterally from the urethra to a right side or left side. 
It would have been obvious to one of ordinary skill in the art at the time of the 
invention to use the teaching of the Ingle et al. reference to position the treatment 
probe in the optimum tissue location to relieve patient discomfort (See Figure 4., 
see also column 12, lines 3-12). 



In regards to Claim 4, Ingle et al. discloses a method for treating 
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incontinence (See Claim 2 Rejection). Ingle et al. further discloses, "the treatment 
volume is heated to a temperature of at least 70 deg.C for a time of at least 30 
seconds" (See column 21, lines 18-24). Ingle et al. does not disclose "the 
treatment volume comprises at least 300 cubic millimeters of collagenous tissue" 
and "the treatment volume is offset laterally from the urethra to a right side of a 
patient" or "the treatment volume is offset laterally from the urethra to a left side 
of a patientjt would have been obvious to one of ordinary skill in the art at the time of 
the invention to use the teaching of Ingle et al. to heat a treatment volume of at least 
300 cubic millimeters and the treatment volume is offset laterally from 
the urethra to a right side or left side of the patient because one of ordinary skill 
in the art would be able to determine the optimum area to treat to relieve patient 
discomfort (See column 4, lines 29-33 and See Figure 4,. see also column 12, lines 3- 
12). 

In regards to Claim 5, Ingle et al. discloses a method for treating 
incontinence (See Claim 1 Rejection). Ingle et al. fudher discloses "the treatment 
volume is heated to at least about 65 deg. C for at least about 100 seconds" (See 
column 4, lines 30-34 and See column 21 , lines 18-24). 

In regards to Claim 6, Ingle et al. discloses a method for treating 
incontinence (See Claim 1 Rejection). Ingle et al. further discloses "the treatment 
volume is heated to at least about 75 deg. C for at least about 10 seconds" (See 
column 21, lines 18-24). 
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In regards to Claim 7, Ingle et al. discloses a method for treating 
incontinence (See Claim 1 Rejection). Ingle et al. further discloses, "applying a 
dwell time after a desired heating temperature is achieved so as to increase 
treatment tissue volume" (See column 21, lines 18-24 and See column 22, lines 
51 -52). 

In regards to Claims 8 and 9, Ingle et al. discloses a method of treating 
incontinence (See Claim 1 Rejection). Ingle et al. does not disclose "the 
treatment volume has a length orientation extending along the urethra, a depth 
orientation extending between collagenous tissue and the probe body, and a 
width that is greater than the length of the treatment volume" or "the treatment 
volume has a length orientation extending along the urethra, a depth orientation 
extending between collagenous tissue and the probe body, and a width that is 
less than the length of the treatment volume". It would have been obvious to one 
of ordinary skill in the art at the time of the invention to use the Ingle et al. 
reference because one of ordinary skill in the ad would be able to determine the 
optimum volume necessary to treat to relieve patient discomfort (See column 23, 
lines 31-50). 

In regards to Claims 10 and 11, Ingle et al. discloses a method of treating 
incontinence (See Claim 1 Rejection). Ingle et al. further discloses, "registering a 
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position of the treatment volume along an axis of the urethra with reference to a 
guide body disposed within the urethra" and "registering a position of the 
treatment volume with reference to bone" (See column 6, lines 6-21). 
In regards to Claim 12, Ingle et al. discloses a method of treating 
incontinence (See Claim 1 Rejection). Ingle et al. further discloses, "the probe is 
aligned so that an intermediate tissue is disposed between the probe body and 
the treatment volume" (See column 23, lines 31-50). 

In regards to Claims 13 and 14, Ingle et al. discloses a method of treating 
incontinence (See Claim 12 Rejection). Ingle et al. does not disclose, "the 
treatment volume comprises tissue separated from the aligned probe body by a 
distance within a range of about 2 to 8 mm" or "the treatment volume comprises 
tissue separated from the aligned probe body by a distance within a range of 
about 2 to 4 mm". It would have been obvious to one of ordinary skill in the art at 
the time of the invention to use the Ingle et al. reference because one of ordinary 
skill in the ad would be able to determine the optimum distance to locate the 
treatment volume to relieve patient discomfort (See column 6, lines 22-35). 

In regards to Claim 15, Ingle et al. discloses a method of treating 
incontinence (See Claim 12 Rejection). Ingle et al. further discloses, "heating is 
performed so as to inhibit necrosis of the intermediate tissue" (See column 13, 
lines 44-54). 
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In regards to Claim 16, Ingle et In al. discloses a method of treating incontinence 
(See Claim 15 Rejection). Ingle et al. further discloses, "heating is performed while 
cooling of the intermediate tissue" (See column 13, lines 49-59). 

In regards to Claim 17, Ingle et al. discloses a method of treating incontinence 
(See Claim 15 Rejection). Ingle et al. further discloses, "heating is performed without 
cooling of the intermediate tissue" (See column 21, lines 4-11). 

In regards to Claim 19, Ingle et al. discloses a method of treating incontinence 
(See Claim 1 Rejection). Ingle et al. further discloses, "heating is performed by tip 
movement of at least a pair of electrodes supported by the probe body" (See column 12, 
lines 3-23). 

In regards to Claim 20, Ingle et al. discloses a method of treating incontinence 
(See Claim 19 Rejection). Ingle et al. does not disclose, "the treatment volume 
increases as the tip movement speed decreases". It would have been obvious to one of 
ordinary skill in the art at the time of the invention to use the Ingle et al. reference 
because one of ordinary skill in the art would be able to determine the tip movement 
speed necessary to treat the optimum treatment volume (See column 21, lines 18-28). 
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In regards to Claims 21 and 22, Ingle et al. discloses a method of treating 
incontinence (See Claim 1 Rejection). Ingle et al. does not disclose, "the treatment 
volume comprises at least 300 cubic millimeters of collagenous tissue" and "the 
treatment volume comprises between about 100 cubic millimeters and about 800 cubic 
millimeters of collagenous tissue". It would obvious to one of ordinary skill in the art at 
the time of the invention to use the Ingle et al. reference to heat a treatment volume of 
at least 300 cubic millimeters or between 100 and 800 cubic millimeters because one of 
ordinary skill in the art would be able to determine the optimum area to treat to relieve 
patient discomfort (See column 4, lines 29-33). 

Claims 36 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Ingle et al. (U.S. Patent No. 6,091,995) in view of Presthus et al. (U.S. Patent No. 
6,685,623). 

In regards to Claim 36, Ingle et al. discloses a system for treating incontinence 
(See Claim 23 Rejection). Ingle et al. does not disclose "a guide body disposable 
within a urethra". Attention is directed to the Presthus et al. reference, which in 
an analogous field of endeavor discloses a guide body or shaft used to assist in 
the proper positioning of the probe body and treatment surface with the target 
tissue (See Presthus et al. column 4, lines 36-39). It would have been obvious to 
one of ordinary skill in the art at the time of the invention to modify the device of 
Ingle et al. with the device of Presthus et al. to accurately position a treatment 
surface adjacent a target tissue. 
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In regards to Claim 37, Ingle et al. discloses a system for treating incontinence 
(See Claim 36 Rejection). Ingle et al. does not disclose "the guide body further 
comprises axial position indicators or electromagnetic transmitters". Attention is 
directed to the Presthus et al. reference, which in an analogous field of endeavor 
discloses a guide body with serrations that allow for incremental axial positioning 
(See Presthus et al. column 6, lines 51-60). It would have been obvious to one of 
ordinary skill in the art at the time of the invention to modify the device of Ingle et 
al. with the device of Presthus et al. to accurately position a treatment surface 
adjacent a target tissue. 

Claims 1 and 23 are also rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ingle et al. (6,091 ,995 or 6,216,704). The examiner maintains 
that at the time of the invention it would have been obvious to one of ordinary 
skill in the art to select the electrode size as required to treat the appropriate 
area/volume based upon the size of the patient (child or adult) and that this 
would typically be within the broad range claimed (300-800 cu. mm). 

Further regarding claim 23, the examiner maintains that the device of Ingle 
et al. is fully capable of heating at least 300 cu. mm of tissue to at least 70 deg. C 
• for at least 30 seconds (intended use in a device claim). 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Roy D. Gibson whose telephone number is 571-272- 
4767. The examiner can normally be reached on Tu-Th, 7:30 am-4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on 571-272-4764. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. - 
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